(19) 



J 



Europaisches Patentamt 
European Patent Office 
Office europeen des brevets 



(11) 



BP 1 330 986 A1 



(12) 



EUROPEAN PATENT APPLICATION 



(43) 


Date of publication: 


(51) lntCI.7: A61B 17/32 




30.07.2003 Bulletin 2003/31 


(21) 


Application number: 03001521.8 




(22) 


Date of filing: 23.01.2003 




(84) 


Designated Contracting States: 


(72) Inventor: Irisawa, Yuichiro 




AT BE BG CH CY CZ DE DK EE ES Ft FR GB GR 


Nalcai-machi, Ashigarakama-gun, 




HU IE IT LI LU MO NL PT SE SI SK TR 


Kanagawa (JP) 




Designated Extension States: 






AL LT LV MK RO 


(74) Representative: Casalonga, Axel et al 






BUREAU D.A. CASALONGA - JOSSE 


(30) 


Priority: 25.01.2002 JP 2002017153 


Paul-Heyse-Strasse 33 




30.07.2002 JP 2002222060 


80336 Munchen (DE) 


(71) 


Applicant: TERUIVIO KABUSHIKI KAISHA 






Tokyo (JP) 





(54) Vascular incision apparatus 



CO 
00 

o> 
o 

CO 
CO 



Ol 
UJ 



(57) A vascular incision apparatus is composed in 
part of a needle for puncturing a blood vessel and a cut- 
ter for making an incision in the blood vessel. The ap- 
paratus easily, rapidly and reliably creates a vascular 
incision of the desired length by employing an incision 
length controlling means to control the length of pene- 
tration by the needle into the blood vessel, or by con- 
trolling the distance between the respective needle 
points on first and second needles which face each oth- 
er across a given distance, one of which needles is mov- 
able relative to the other. 
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Description 

BACKGROUND OF THE INVENTION 
Field of the Invention 

[0001] The present invention relates to an apparatus 
for creating an Incision In a patient's blood vessel. 

Prior Art 

[0002] Vascular incisions are typically made using an 
Implement such as a scalpel or scissors. 
[0003] For instance, In coronary artery bypass sur- 
gery and other vascular angiostomy techniques, when 
performing an end-to-side anastomosis between the in- 
ternal thoracic artery and the left coronary artery, for ex- 
ample, first an incision Is made In the left coronary artery, 
then the incision Is anastomotlzed to the end of the In- 
ternal thoracic artery. In such cases, the Incision Is 
formed with a scalpel or scissors, and the procedure is 
dependent on the skill of the surgeon. Moreover, the re- 
quired incision length is typically arrived at by gradually 
enlarging a small initial Incision through repeated use of 
the scalpel or scissors. 

[0004] When creating an incision in a blood vessel 
with a scalpel or scissors, cutting must be carried out 
with utmost care to achieve an incision of the desired 
length. Such cutting is also time-consuming. 
[0005] Even when an incision is made with great pa- 
tience and care, the desired incision length is not always 
obtained. This approach thus lacks precision. Achieving 
the desired incision length in this way is especially diffi- 
cult when the patient's heart is beating. 

SUMMARY OF THE INVENTION 

[0006] It is therefore an object of the present invention 
to provide an apparatus which enables an incision of the 
target, or desired, length to be easily, rapidly and reliably 
created in a blood vessel. 

[0007] This and related objects are attained by the 
present invention, which provides an apparatus for cre- 
ating an incision in a patient's blood vessel. 
[0008] In a first aspect, the invention provides a vas- 
cular incision apparatus which includes a body; a punc- 
turing and cutting member having a needle with a sharp 
point for penetrating a blood vessel and a cutter for mak- 
ing an incision in the blood vessel, which cutter is dis- 
posed proximal to the needle; and incision length con- 
trolling means for controlling the length of the incision 
made by the puncturing and cutting member. 
[0009] In one embodiment of the apparatus according 
to this first aspect of the invention, the incision length 
controlling means has a stopper arm with a stop thereon 
that comes into resting contact with the puncturing and 
cutting member at a boundary between the needle and 
the cutter or at the needle. The contact by the stop with 



the puncturing and cutting member controls the length 
of penetration by the needle into the blood vessel. The 
stopper arm Is provided such as to enable repositioning 
thereof relative to the puncturing and cutting member 
5 between a first position which prevents the cutter from 
cutting the blood vessel and a second position which 
allows the cutter to cut the blood vessel. The stop typi- 
cally separates away from the puncturing and cutting 
member when the stopper arm assumes the second po- 
sition. It is preferable for the apparatus to additionally 
have restoring means for returning the stopper arm to 
the first position. The puncturing and cutting member 
may be disposed at one end of the body and the stopper 
arm may be linearly movable or rotatable with respect 
to the body. 

[0010] It is advantageous for the puncturing and cut- 
ting member to be movable with respect to the body, and 
for the apparatus to have a control member for effecting 
movement by the puncturing and cutting member. Re- 
positioning of the stopper arm may be coupled to move- 
ment by the puncturing and cutting member. 
[0011] In this and other embodiments of the first as- 
pect of the invention, the apparatus may have an inci- 
sion length adjusting mechanism for adjusting the inci- 
sion length controlled by the incision length controlling 
means. It is advantageous for the incision length adjust- 
ing mechanism to adjust the length of the incision made 
in the blood vessel by changing the place on the punc- 
turing and cutting member at which the stop comes into 
contact therewith when the stopper arm is in the first po- 
sition. The incision length adjusting mechanism may 
have a holder for holding the stopper arm such as to 
allow movement thereof in the lengthwise direction of 
the needle, and a control member for effecting move- 
ment by the stopper arm In the lengthwise direction of 
the needle. 

[0012] In the apparatus according to this first aspect 
of the invention, the needle may curved on at least a 
distal end thereof. Moreover, the puncturing and cutting 
member may be freely detachable from the body. 
[0013] In a second aspect, the invention provides a 
vascular incision apparatus which includes puncturing 
and cutting means having a first needle with a sharp 
point for penetrating a blood vessel, a second needle 
with a sharp point for penetrating the blood vessel, 
which point on the second needle lies opposite the point 
on the first needle and is initially separated therefrom by 
a predetermined distance, and at least one cutter for 
making an incision in the blood vessel, which cutter is 
provided on a proximal end side of the first needle, on 
a proximal end side of the second needle or on the prox- 
imal end sides of both needles, wherein one of the nee- 
dles is movable relative to the other needle. The appa- 
ratus also has control means for effecting movement by 
at least one of the two needles In a direction that brings 
the point of the first needle and the point of the second 
needle into close mutual proximity. The distance initially 
separating the point of the first needle from the point of 
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the second needle is substantially equal to the length of 
the incision to be made in the blood vessel by the cutter. 
[001 4] The apparatus according to the second aspect 
of the invention may have means for urging a given por- 
tion of the puncturing and cutting means in a direction 
which separates the point on the first needle and the 
point on the second needle, means for controlling a clos- 
est approach state in which the first and second needles 
are in closest mutual proximity, and/or means for con- 
trolling a maximum separation state in which the first 
and second needles are furthest apart from each other. 
In an apparatus having such a maximum separation 
state controlling means, this means may include an in- 
cision length adjusting mechanism for modifying the 
maximum separation state to adjust the maximum dis- 
tance between the point on the first needle and the point 
on the second needle. 

[0015] The apparatus according to this aspect of the 
invention may have an incision length adjusting mech- 
anism for adjusting the distance of maximum separation 
between the point on the first needle and the point on 
the second needle. In one configuration, one of the nee- 
dles has on at least a distal end thereof a groove which 
engages a distal end of the other needle. In another con- 
figuration, one of the needles has on at least a distal end 
thereof an aperture which receives a distal end of the 
other needle. The aperture-bearing distal end of the 
needle may have a face which is beveled toward the 
distal end of the needle. At least one of the needles in 
this aspect of the Invention may have a distal end which 
Is beveled downward. 

[001 6] The apparatus according to the second aspect 
of the invention typically has a body with a distal end 
and a proximal end, the body having a puncturing and 
cutting means provided at the distal end thereof. The 
control means in the apparatus typically includes an ac- 
tuating element which Is provided on the body at the 
proximal end thereof. In one configuration, the appara- 
tus according to this aspect of the invention may addi- 
tionally have a pair of supports, at least one of which is 
rotatable about a pivot, wherein the first needle is pro- 
vided on one of the pair of supports and the second nee- 
dle is provided on the other support. In this configura- 
tion, one of the pair of supports may be fixed with respect 
to the body and the other may be rotatable about a pivot, 
and the control means may have an actuating element 
provided movably on the body at the proximal end there- 
of and a coupling member for coupling the actuating el- 
ement with the rotatable support. 
[0017] In another configuration, the apparatus may 
additionally have a pair of supports, at least one of which 
is movable with respect to the body, wherein the first 
needle is provided on one of the supports and the sec- 
ond needle is provided on the other support. In this con- 
figuration, one of the pair of supports may be fixed with 
respect to the body and the other may be movable with 
respect to the body, and the control means may have 
an actuating element provided movably on the body at 



the proximal end thereof and a coupling member for 
coupling the actuating element with the movable sup- 
port. 

[0018] In the apparatus according to this second as- 
5 pect of the invention, at least a portion of the body may 
be deformable and the apparatus may be so construct- 
ed as to be capable of retaining the deformed shape. 
[0019] In the apparatus according to the above-de- 
scribed first or second aspect of the invention, the nee- 
10 die and cutter may be integrally formed. Moreover, it is 
preferable for the needle and the blade on the cutter to 
form an angle therebetween of at most 180"*. 
[0020] In the apparatus according to the second as- 
pect of the invention, the needles are typically freely de- 
15 tachable from the puncturing and cutting means at spe- 
cific places thereon. 

BRIEF DESCRIPTION OF THE DRAWINGS 

20 [0021] The objects, features and advantages of the 
invention will become more apparent from the following 
detailed description taken in conjunction with the ac- 
companying drawings, in which: 

25 FIG. 1 is a side view of a first embodiment of the 
vascular incision apparatus of the present inven- 
tion; 

FIG. 2 is a front view of the apparatus of FIG. 1 ; 
FIG. 3 is a front view of the stopper arm in the ap- 
30 paratus of FIG. 1; 

FIG. 4 is a side view of the apparatus of FIG. 1, 
showing the stopper arm separated from the punc- 
turing and cutting member; 
FIG. 5 is a side view, in cross section, of the vicinity 
35 of the bottom end of the apparatus of FIG. 4; 

FIGS. 6 to 9 is a sequence of schematic views illus- 
trating how the apparatus of FIG. 1 worl<s; 
FIG. 10 is a side view showing another configura- 
tion of the puncturing and cutting member in the ap- 
40 paratus of the present invention; 

FIG. 11 is a side view showing yet another config- 
uration of the puncturing and cutting member in the 
apparatus of the present invention; 
FIG. 12 is a side view of a second embodiment of 
45 the vascular incision apparatus of the invention; 

FIG. 13 is a front view of the apparatus of FIG. 12; 
FIG. 14 is a side view of the apparatus of FIG. 12, 
showing the stopper arm separated from the punc- 
turing and cutting member; 
50 FIG. 15 is a perspective view of a third embodiment 
of the vascular incision apparatus of the invention; 
FIG. 16 is a perspective view showing major fea- 
tures of the stopper arm and incision length adjust- 
ing mechanism of the apparatus of FIG. 1 5; 
55 FIG. 17 is a side view, in cross section, of a fourth 
embodiment of the vascular incision apparatus of 
the invention; 

FIG. 18 is a side view, in cross section, showing the 
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apparatus of FIG. 17 after the puncturing and cut- 
ting member lias been moved; 
FIG. 19 is a cross-sectional view of a fifth embodi- 
ment of the vascular incision apparatus of the in- 
vention; 

FIG. 20 is a side view of the apparatus of FIG. 19; 
FIG. 21 a front view of the bottom of the apparatus 
of FIG. 19; 

FIG. 22 is another cross-sectional view of the ap- 
paratus of FIG. 19; 

FIGS. 23 to 25 is a sequence of schematic views 
illustrating how the apparatus of FIG. 19 works; 
FIGS. 26 and 27 are cross-sectional views of an- 
other configuration of the needles in the fifth em- 
bodiment of the inventive apparatus, with the nee- 
dles shown respectively in a mutually separated 
and a mutually proximate relationship; 
FIGS. 28 and 29 are cross-sectional views of yet 
another configuration of the needles in the same 
embodiment of the apparatus, with the elements 
shown respectively in a mutually separated and a 
mutually proximate relationship; 
FIGS. 30 and 31 are cross-sectional views of a fur- 
ther configuration of the needles in the Inventive ap- 
paratus, with the elements shown respectively in a 
mutually separated and a mutually proximate rela- 
tionship; 

FIGS. 32 and 33 are side views of a still further con- 
figuration of the needles in the inventive apparatus, 
with the elements shown respectively in a mutually 
separated and a mutually proximate relationship; 
FIG. 34 is a cross-sectional view of a sixth embod- 
iment of the vascular incision apparatus of the In- 
vention; 

FIG. 35 a side view of the bottom of the apparatus 
of FIG. 34; 

FIGS. 36 and 37 are cross-sectional views of a sev- 
enth embodiment of the vascular incision apparatus 
of the invention; 

FIG. 38 is a cross-sectional view of the distal end 
(working end) in an eighth embodiment of the vas- 
cular incision apparatus of the invention; 
FIG. 39 is a cross-sectional view of a ninth embod- 
iment of the vascular incision apparatus of the in- 
vention; 

FIG. 40 is a cross-sectional view of a tenth embod- 
iment of the vascular incision apparatus of the in- 
vention; 

FIG. 41 is a cross-sectional view of an eleventh em- 
bodiment of the vascular incision apparatus of the 

invention; 

FIG. 42 is a cross-sectional view of a twelfth em- 
bodiment of the vascular incision apparatus of the 
invention; 

FIG. 43 is a cross-sectional view of the distal end 
(working end) of the apparatus of FIG. 42; and 
FIG. 44 is a cross-sectional view of a thirteenth em- 
bodiment of the vascular incision apparatus of the 



invention. 

DESCRIPTION OF ILLUSTRATIVE EMBODIMENTS 

s [0022] Reference will now be made in detail to illus- 
trative embodiments of the invention shown in the ac- 
companying drawings. 

[0023] As noted above, FIG. 1 Is a side view of a first 
embodiment of the vascular incision apparatus of the 

10 invention; FIG. 2 is a front view of the apparatus of FIG. 
1 ; FIG. 3 is a front view of the stopper arm in the appa- 
ratus of FIG. 1 ; FIG. 4 is a side view of the apparatus of 
FIG. 1 , showing the stopper arm separated from the 
puncturing and cutting member; and FIG. 5 is a side 

15 view, in cross section, of the vicinity of the bottom end 
of the apparatus of FIG. 4. 

[0024] In FIGS. 1 , 4 and 5, the puncturing and cutting 
member side of the vascular incision apparatus is re- 
ferred to as the "bottom end" or "bottom," and the body 

20 side of the apparatus is referred to as the top 
end" or "top." The left side with respect to the thus- 
defined "bottom" and "top" of the apparatus is referred 
to herein as the "distal end." and the right side as 
the "proximal end." Similarly, in FIGS. 2 and 3, the punc* 

25 turing and cutting member side of the vascular Incision 
apparatus is referred to as the "bottom 
end" or "bottom," and the body side is referred to as 
the "top end" or "top." 

[0025] The apparatus 1 shown in these diagrams is 
30 an instrument for creating an incision in a blood vessel. 
The apparatus 1 has a body 2, a puncturing and cutting 
member 3 for making a vascular incision, and an incision 
length controlling means 4 for controlling the length of 
the incision made by the puncturing and cutting member 
35 3. These constituent elements are each in turn de- 
scribed below. 

[0026] Referring to FIGS. 1 and 2, the body 2 has an 
elongated handle 21. The user grasps this handle 21 
with the hand and fingers when using the apparatus 1 . 

40 [0027] The handle 21 has at a bottom end thereof an 
attachment section 22 for attaching thereto the punctur- 
ing and cutting member 3 and a stopper arm 41 , both of 
which are subsequently described. 
[0028] The attachment section 22 is substantially cy- 

45 lindrical and has formed near a bottom end thereof a 
reduced diameter portion 23 of smaller diameter than 
the attachment section 22. In addition, the attachment 
section 22 has formed at the bottom end thereof a flange 

24 of larger diameter than the reduced diameter portion 
50 23. Hence, the attachment section portions 22 and 24 

situated above and below the reduced diameter portion 
23 both have larger diameters than the reduced diame- 
ter portion 23. 

[0029] The handle 21 has formed thereon, at posi- 
55 tions above the attachment section 22, a pair of holders 

25 and 26 for movably holding a rod-like element 47, 
which is described subsequently. 

[0030] The holders 25 and 26 are arranged on the 
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handle 21 such that one of the holders 25 is located on 
an upper side thereof and the other holder 26 is located 
on a lower side, with the two holders 25 and 26 being 
separated in the vertical direction by a given distance 
therebetween. 

[0031] These holders 25 and 26 each have formed 
therein a bore sized to receive the rod-like element 47 
for insertion therein or passage therethrough. 
[0032] As shown in FIG. 5, the puncturing and cutting 
member 3 has a needle 31 with a sharp point 311 for 
penetrating the blood vessel, a cutter 32, situated prox- 
imal to the needle 31 , for making an incision in the blood 
vessel, and a support 35 situated proximal to the cutter 
32. 

[0033] The puncturing and cutting member 3 is fixedly 
attached to the bottom end of the body 2. In FIG. 5, a 
top end of the support 35 on the puncturing and cutting 
member 3 is joined to a bottom end of the flange 24 on 
the attachment section 22 of the handle 21 . 
[0034] In the first embodiment of the vascular incision 
apparatus of the invention, the puncturing and cutting 
member 3 may be provided so as to be freely detachable 
from the body 2. That is, the puncturing and cutting 
member 3 may be replaceable. 
[0035] The distal end portion of the needle 31 , which 
is the side having a sharp point 31 1 , is upwardly curved, 
and the portion of the needle 31 proximal thereto is sub- 
stantially linear. Cun/ing the needle 31 over at least, and 
preferably only, the distal end portion thereof enables 
the needle 31 to more easily penetrate the blood vessel. 
[0036] The cutter 32 is substantially triangular in side 
shape. The blade 321 is formed on the top of the cutter 
32. In another arrangement, the cutter 32 may be com- 
posed of a section which is an extension of the needle 
31 and a blade 321 formed on the top side of the exten- 
sion. In this arrangement, the extension and the blade 
321 are joined together at the distal ends thereof, and 
the extension and the blade 321 are separately joined 
at their respective proximal ends to the support 35, giv- 
ing the cutter 32 a substantially triangular shape. 
[0037] The angle 9 (in degrees) formed by the needle 
31 and the blade 321 on the cutter 32 in the vicinity of 
a boundary 36 between the needle 31 and the cutter 32, 
while notsubjectto any particular limitation, is preferably 
not more than 180°, and more preferably about 120 to 
1 80°. A vascular incision can be more easily created at 
an angle 8 of not more than 180°. 
[0038] The needle 31 and the cutter 32 have respec- 
tive lengths which are not subject to any particular limi- 
tation and may be suitably set according to various con- 
ditions, such as the length of the vascular incision to be 
made. 

[0039] In this arrangement, when the subsequently 

described stopper arm 41 is in a "first position," the dis- 
tance from the place where a stop 41 1 on the stopper 
arm 41 comes to rest against the puncturing and cutting 
member 3 (in the present embodiment, such contact oc- 
curs at the boundary 36 between the needle 31 and cut* 



ter 32; in other embodiments, it may occur at either the 
needle 31 or the boundary 36) to the needle point 311 
will become substantially the length of the incision made 
by the apparatus 1 . 
5 [0040] The needle 31 may be made of any suitable 
material, examples of which include various metals (e. 
g., stainless steel, titanium, steel, iron, and alloys there- 
of) and ceramics. 

[0041] The cutter 32 may likewise be made of any 
suitable material, examples of which include various 
metals (e.g.. stainless steel, titanium, steel, iron, and al- 
loys thereof) and ceramics. 

[0042] In the present embodiment, the needle 31 and 
the cutter 32 have an integral construction which may 
be arrived at either by integrally forming the needle 31 
with the cutter 32, or by separately forming the needle 

31 and the cutter 32, then uniting the two. 
[0043] The needle 31 and cutter 32 of the puncturing 
and cutting member 3 each have shapes which are not 
limited to those shown in the foregoing diagrams. For 
example, the needle 31 may be curved upward over its 
entire length in the manner shown in FIG. 1 0, or may be 
substantially straight over its entire length in the manner 
shown in FIG. 11 . Moreover, the blade 321 on the cutter 

32 may be curved or bent at its top end. 
[0044] Referring to FIG. 5, the incision length control- 
ling means 4 has a stopper arm 41 which is provided so 
as to be repositionable (in the present embodiment, lin- 
early movable) with respect to the puncturing and cut- 
ting member 3 and the body 2. 
[0045] The stopper arm 41 is shaped substantially as 
a somewhat curved or bent rod and has at a distal end 
(bottom end) thereof a stop 411 which comes to rest 
against the boundary 36 between the needle 31 and the 
cutter 32. 

[0046] Referring to FIG. 3, the stop 411 has formed 
therein a groove 412 which engages the puncturing and 
cutting member 3 (at the boundary 36 in the present em- 
bodiment). 

[0047] As shown in FIG. 5, the groove 41 2 extends in 
the direction of the needle 31 . 
[0048] Referring still to FIG. 5, the stopper arm 41 has 
a substantially cylindrical slider 44 provided at a proxi- 
mal end (top end) thereof. 

[0049] The slider 44 has a through-hole 441 through 
which the reduced diameter portion 23 of the attachment 
section 22 passes in an arrangement that enables the 
slider 44 to move vertically along the reduced diameter 

portion 23. 

[0050] The stopper 41 may be made of any suitable 
material, examples of which include various metals (e. 
g., stainless steel, titanium, steel, iron, and alloys there- 
of) and plastics. 

[0051] As shown in FIG. 1, at a part of the reduced 
diameter portion 23 located above the slider 44, a coil 
spring (urging member) 48 is held in a contracted state 
between a top end of the slider 44 and a bottom end of 
the nonreduced diameter portion of the attachment sec- 
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tlon 22. The restoring force (elastic force) of the coil 
spring 48 urges the slider 44 downward toward the 
puncturing and cutting member 3 and against the flange 
24. 

[0052] At the same time, the stop 41 1 on the stopper 
arm 41 comes to rest against the boundary 36, and the 
groove 412 on the stop 411 engages the boundary 36. 
The condition in which, as shown in FIG. 1 , the stop 411 
on the stopper arm 41 comes to rest against the punc- 
turing and cutting member 3, and more specifically the 
boundary 36 of the puncturing and cutting member 3, is 
referred to herein as the "first position" of the stopper 
arm 41 . 

[0053] When the stopper arm 41 is in this first position, 
the stop 41 1 rests against the boundary 36, thereby re- 
stricting the length of vascular penetration by the needle 
31 to the distance from the needle point 311 to the 
boundary 36 and preventing the cutter 32 from cutting 
the blood vessel. 

[0054] In this condition, the slider 44 is urged down- 
ward by the coil spring 48 and the stop 41 1 engages the 
boundary 36. enabling the stopper arm 41 to be reliably 
held in the first position. 

[0055] Moreover, referring again to FIG. 1, one end, 
and specifically the bottom end, of the relatively slender 
rod-like, or wire-like, element 47 is joined to the slider 
44. The other end, and specifically the top end, of the 
rod-like element 47 passes through the bore in the lower 
holder 26 and is inserted within the bore in the upper 
holder 25 so as to make the rod-like element 47 verti- 
cally movable. 

[0056] A control member 27 is joined to the rod-like 
element 47 between the upper and lower holders 25 and 
26. In the normal state, i.e., when the movement oper- 
ation subsequently described is not carried out, this con- 
trol member 27 is situated near the lower holder 26. 
[0057] As shown in FIG. 4, moving the control mem- 
ber 27 upward (movement operation) against the restor- 
ing force of the coil spring 48 causes the slider 44, via 
the rod-like element 47, to travel upward along the re- 
duced diameter portion 23. The stopper arm 41 thus 
moves upward and away from the puncturing and cut- 
ting member 3, causing the stop 41 1 and the groove 41 2 
thereon to separate from the boundary 36. The condition 
in which, as shown in FIG. 4, the stop 41 1 on the stopper 
arm 41 separates away from the puncturing and cutting 
member 3, and more specifically the boundary 36 of the 
puncturing and cutting member 3, so as to make it pos- 
sible for the cutter 32 to cut the blood vessel is referred 
to herein as the "second position" of the stopper arm 41 . 
[0058] Next, when the control member 27 is released, 
as shown in FIG. 1 , the slider 44 moves downward along 
the reduced diameter portion 23 under the restoring 
force of the coil spring 48. This causes the stopper arm 
41 to move downward, bringing the stop 411 to rest 
against the boundary 36 so that the groove 412 on the 
stop 411 engages the boundary 36, returning the stop- 
per arm 41 to the first position. 



[0059] Therefore, the first embodiment of the vascular 
incision apparatus 1 of the invention has a restoring 
means which returns the stopper arm 41 to the first po- 
sition under urging by the coil spring 48. 

5 [0060] In the apparatus 1 according to this first em- 
bodiment, the stopper arm 41 may be alternatively con- 
figured such that, when it is In the first position, the stop 
411 thereon rests against the needle 31. 
[0061] In the apparatus 1 according to the first em- 

10 bodiment of the invention, the puncturing and cutting 
member 3 is described as being fixedly attached to the 
body 2. However, in a preferred variation of the same 
embodiment, it is advantageous for the puncturing and 
cutting member 3 to be configured so as to be freely 

15 detachable from the body 2, and thus replaceable. 
Should the puncturing and cutting member 3 undergo 
breakage, damage or deterioration, such an arrange- 
ment would allow replacement of the puncturing and 
cutting member 3 alone, resulting in lower user costs 

20 than if the entire apparatus 1 had to be replaced. More- 
over, the vascular incision may be set to the desired 
length by having on hand at the point of use a plurality 
of such puncturing and cutting members 3 with needles 
31 of varying length, and selecting and mounting the 

25 most appropriate puncturing and cutting member 3 from 
among these. 

[0062] The method of use, or operation , of the vascu- 
lar Incision apparatus 1 according to this embodiment is 
now described. 

30 [0063] FIGS. 6 to 9 is a sequence of schematic views 
illustrating how the vascular incision apparatus 1 shown 
in FIG. 1 works. In FIGS. 6 to 9, the blood vessel 100 
side is referred to as the "bottom end" or "bottom," and 
the apparatus 1 side is referred to as the "top end" or 

35 "top." The left side with respect to the thus-defined "bot- 
tom" and "top" is referred to as the "distal end," and the 
right side as the "proximal end." 
[0064] When an incision is to be created in a blood 
vessel 100 using the vascular incision apparatus 1 of 

40 the invention, a specific apparatus 1 appropriate for the 
desired length of the incision in the blood vessel 100 is 
prepared ahead of time for use. 
[0065] To create the incision, first the user grasps the 
handle 21 of the apparatus 1 with the hand and fingers. 

45 Then, as shown in FIG. 6, the user penetrates the wall 
110 of the vessel 100 at an initial cutting position with 
the sharp point 311 of the needle 31 on the puncturing 
and cutting member 3, and inserts the needle 31 into 
the lumen 1 20 of the vessel 1 00 until further insertion Is 

50 stopped by the stopper arm 41 . 

[0066] Next, as shown in FIG. 7, the point 311 of the 
needle 31 is thrust back out through the wall 1 1 0 of the 
vessel 1 00 from the lumen 1 20 thereof. 
[0067] Because the length of the incision in the blood 

55 vessel 1 00 is restricted by the stopper arm 41 to the dis- 
tance from the point 311 of the needle 31 to the bound- 
ary 36, during this step, the user has merely to push the 
point 311 of the needle 31 out through the wall 110 of 
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the vessel 100 at a final cutting position thereon. 
[0068] The foregoing procedure establishes the site 
and length of the incision in the blood vessel 100. That 
is, the incision site extends from the entry opening 130 
where the needle point 311 enters the blood vessel 100 
to the exit opening 1 50 where the point 31 1 is thrust back 
out of the vessel 1 00. The incision length is the length 
between the two openings. 

[0069] Next, the control member 27 is moved upward 
as mentioned above. This causes the stopper arm 41 to 
move linearly upward as shown in FIG. 8, separating 
away the stop 411 from the boundary 36. 
[0070] Next, as shown in FIG. 9. the user advances 
the apparatus 1 distally in the direction of the arrow. As 
the cutter 32 travels from entry opening 1 30 to exit open- 
ing 150 in the blood vessel 100, the blade 321 on the 
cutter 32 cuts open the wait 110 of the vessel 100 be- 
tween entry opening 130 and exit opening 1 50. 
[0071] When incision of the vessel 100 is complete, 
the control member 27 is released as noted above, al- 
lowing the stopper arm 41 to move downward so that 
the stop 411 once again comes to rest against the 
boundary 36. 

[0072] The vascular incision apparatus 1 thus con- 
trols, by means of the stopper arm 41 , the length of the 
incision created in the blood vessel 100, resulting in an 
incision which extends between the entry opening 130 
and the exit opening 1 50 In the vessel 1 00 shown in FIG. 
7. This enables the blood vessel 100 to be easily and 
reliably incised to the desired length. 
[0073] Also, because the area to be incised is the in- 
terval between the entry opening 1 30 and the exit open- 
ing 150 In the blood vessel 100 shown in FIG. 7, the 
incision can be completed in a single action. This ena- 
bles a blood vessel to be rapidly incised to the desired 
length. 

[0074] A second embodiment of the vascular incision 
apparatus according to the present invention Is now de- 
scribed. FIG. 12 is a side view of a second embodiment 
of the vascular incision apparatus of the invention; FIG. 

13 is a front view of the apparatus of FIG. 12; and FIG. 

14 is a side view of the apparatus of FIG. 12, showing 
the stopper arm separated from the puncturing and cut- 
ting member. 

[0075] The second embodiment of the inventive vas- 
cular incision apparatus is described below with partic- 
ular reference to those features which differ from the 
foregoing first embodiment of the invention. Descrip- 
tions of like features are omitted. In FIGS. 12 and 14, 
the puncturing and cutting member side of the vascular 
incision apparatus is referred to as the "bottom end" or 
"bottom," and the body side of the apparatus is referred 
to as the top end" or "top." The left side with respect to 
the thus-defined "bottom" and "top" of the apparatus is 
referred to herein as the "distal end," and the right side 
as the "proximal end." Similarly, in FIG. 13, the punctur- 
ing and cutting member side of the vascular incision ap- 
paratus is referred to as the "bottom end" or 



"bottom," and the body side Is referred to as the "top 
end" or "top." 

[0076] As illustrated in these diagrams, in the second 
embodiment of the inventive vascular incision appara- 

5 tus 1 , the stopper arm 41 is provided so as to be rotat- 
able with respect to the body 2. That Is, the stopper arm 
41 has formed at the proximal end thereof a pivot 45, 
and is disposed at the bottom end of the attachment sec- 
tion 22 on the handle 21 so as to be rotatable about the 

10 pivot 45. 

[0077] The bottom end of the rod-like element 47 is 
joined, near the pivot 45, to the proximal end side of the 
stopper arm 41 . 

[0078] Operation of this vascular Incision apparatus 1 
is now described. 

[0079] Referring to FIG. 1 4, when the user moves the 
control member 27 upward (direction of arrow), the stop- 
per arm 41 rotates a predetermined amount in the clock- 
wise direction (direction of arrow) about the pivot 45. 
This causes the stop 411 on the stopper arm 41, and 
thus the groove 412 on the stop 411 , to separate away 
from the boundary 36. 

[0080] In the state shown in FIG. 1 4 (with stopper arm 
41 in second position), the stop 411 separates away 
from the boundary 36, making it possible for the cutter 
32 to make an incision in the blood vessel. 
[0081] Next, referring to FIG. 12, moving the control 
member 27 downward causes the stopper 41 to rotate 
a predetermined amount in the counterclockwise direc- 
tion about the pivot 45. The stop 411 on the stopper arm 
41 thus comes to rest against the boundary 36 and the 
groove 412 on the stop 411 engages with the boundary 
36, returning the stopper arm 41 to the first position. 
[0082] In the state illustrated in FIG. 12 (stopper arm 
41 infirstposition),thestop411 rests against the bound- 
ary 36, thereby restricting the length of penetration by 
the needle 31 into the blood vessel to the distance from 
the point 311 on the needle 31 to the boundary 36, and 
preventing the blood vessel from being cut by the cutter 
32. 

[0083] The advantageous effects provided by this 
vascular incision apparatus 1 are similar to the effects 
achievable with the first embodiment of the inventive ap- 
paratus described above. 

[0084] In this second embodiment, as in the first em- 
bodiment described above, a restoring means (e.g., a 
spring or other urging member) may be provided which 
returns the stopper arm 41 to the first position. Other 
variations and modifications of the type discussed 
above in connection with the first embodiment may sim- 
ilarly be applied here. 

[0085] Next, a third embodiment of the vascular inci- 
sion apparatus of the invention is described. FIG. 15 is 
a perspective view of a third embodiment of the vascular 
incision apparatus of the invention. FIG. 16 is a perspec- 
tive view showing essential features of the stopper arm 
and incision length adjusting mechanism of the appara- 
tus of FIG. 15. 
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[0086] The third embodiment of the inventive vascular 
Incision apparatus is described below with particular ref- 
erence to those features which differ from the above- 
described first embodiment of the invention. Descrip- 
tions of like features are omitted. In FIG. 15, the punc- 
turing and cutting member side of the vascular incision 
apparatus is referred to as the "bottom end" or "bottom," 
and the body side of the apparatus is referred to as the 
"top end" or "top." The left side with respect to the thus- 
defined "bottom" and "top" of the apparatus is referred 
to herein as the "distal end," and the right side as the 
"proximal end." Similarly, In FIG. 16, the pinion side of 
the Incision length adjusting mechanism is referred to 
as the "bottom end" or "bottom," and the substantially 
cylindrical control member side of the incision length ad- 
justing mechanism is referred to as the "top end" or 
"top." The left side with respect to the thus-defined "bot- 
tom" and "top" of the apparatus is referred to herein as 
the "distal end," and the right side as the "proximal end." 
[0087] As shown in these diagrams, the third embod- 
iment of the vascular incision apparatus 1 of the inven- 
tion has an incision length adjusting mechanism 8 for 
adjusting the vascular incision length controlled by the 
incision length controlling means 4. 
[0088] The incision length adjusting mechanism 8 ad- 
justs the length of the incision made in the blood vessel 
by changing the position at which the stop 411 comes 
to rest against the puncturing and cutting member 3 
when the stopper arm 41 is in the first position. This is 
described more fully below. 

[0089] The body 2 of the vascular incision apparatus 
has a handle 21 which is hollow on the bottom side 
thereof. An attachment section 28 is provided within the 
hollow portion of the handle 21 so as to be vertically 
movable with respect to the handle 21 . The puncturing 
and cutting member 3 is fixedly attached to the bottom 
end of the handle 21 with a support 35. 
[0090] The handle 21 has formed, at the center in the 
lengthwise direction thereof, a slot 211 which extends 
lengthwise along part of the handle 21 , passes through 
a wall of the handle 21 , and communicates with the hol- 
low portion of the handle 21 . 

[0091 ] A control member 27 Is provided at the top end 

of the attachment section 28 such as to protrude out- 
ward through the slot 211 . 

[0092] An aperture 281 and a recess 282 are formed 
at the bottom end of the attachment section. The aper- 
ture 281 is situated below the recess 282. 
[0093] The incision length adjusting mechanism 8 in- 
cludes a slider 81 of substantially rectangular shape po- 
sitioned at the proximal end of the stopper arm 41 , which 
slider 81 is movable in the lengthwise direction of the 
needle 31 on the puncturing and cutting member 3. 
[0094] In this arrangement, the aperture 281 functions 
as a holder for holding the stopper arm 41 movably in 
the lengthwise direction of the needle 31 on the punc- 
turing and cutting member 3. 
[0095] The stopper arm 41 is positioned above the 



puncturing and cutting member 3, and curves downward 
from a proximal end to a distal end thereof such as to 
enable the stop 41 1 to come to rest against the punctur- 
ing and cutting member 3. 
5 [0096] The incision length adjusting mechanism 8 has 
a substantially cylindrical control member 82, a rotating 
shaft 83, and a pinion 84. The control member 82 is fix- 
edly attached to the shaft 83 at an intermediate position 
thereon such as to be concentric therewith. The pinion 
10 84 is fixedly attached to a bottom end of the shaft 83 
such as to be concentric therewith. 
[0097] Control member 82 and the pinion 84 are po- 
sitioned at the bottom end of the attachment section 28 
and are rotatable in both the fonward and reverse dlrec- 
15 tions (clockwise and counterclockwise directions) about 
the axis 83. Control member 82 is situated within the 
recess 282, with a portion thereof protruding outward 
from the recess 282. 

[0098] Control member 82 has a peripheral surface 
that is textured (has concavo-convex (knurling)) to pre- 
vent slippage when manipulated (turned). 
[0099] The slider 81 has formed, on a side thereof that 
faces the pinion 84, a rack 811 which meshes with the 
pinion 84. 

[0100] Operation of the incision length adjusting 
mechanism 8 in this embodiment of the inventive vas- 
cular Incision apparatus 1 to adjust the vascular incision 
length controlled by the incision length controlling 
means 4 is now described. 

[0101] When control member 82 is rotated in the 
counterclockwise direction in FIGS. 15 and 16, the pin- 
Ion 84 and rack 811 convert this rotation into linear mo- 
tion by the slider 81 and stopper arm 41 . causing the 
stopper arm 41 to move distally in the lengthwise direc- 
tion of the needle 31 on the puncturing and cutting mem- 
ber 3. 

[01 02] Conversely, when the control member 82 is ro- 
tated in the clockwise direction In FIGS. 15 and 16, the 

pinion 84 and rack 811 convert this rotation into linear 
motion by the slider 81 and stopper arm 41 , causing the 
stopper arm 41 to move proximally in the lengthwise di- 
rection of the needle 31 on the puncturing and cutting 
member 3. During such proximal movement, the stop- 
per arm 41 and the slider 81 travel until the stop 411 on 
the stopper arm 41 reaches the boundary 36, at which 
point the proximal end of the slider 81 comes to rest 
against the Inner proximal wall of the aperture 281 , pre- 
venting the stop 411 from moving proximal to the bound- 
ary 36. 

[01 03] After rotating the control member 82 to set the 
stopper arm 41 in the first position, the user can change 
the position at which the stop 411 comes to rest against 
the puncturing and cutting member 3 and thereby adjust 
the vascular incision length controlled by the stopper 
arm 41 . 

[01 04] Shifting control member 27 upward causes the 
stopper arm 41 to move upward together with the at- 
tachment section 28, resulting in separation of the stop 
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411 on the stopper arm 41 , and thus the groove 412 on 
the stop 411 , away from the boundary 36 or the needle 
31. 

[0105] When the stopper arm 41 is in this state (sec- 
ond position), the stop 41 1 separates from the boundary 
36 or needle 31 , making it possible for the cutter 32 to 
cut the blood vessel. 

[0106] Next, shifting control member 27 downward 
causes the stopper arm 41 to move downward together 
with the attachment section 28, causing the stop 41 1 on 
the stopper arm 41 , and thus the groove 41 2 on the stop 
411 , to engage the boundary 36 or needle 31, thus re- 
turning the stopper arm 41 to the first position. 
[0107] When the stopper arm 41 is in this state (first 
position), the stop 411 is at rest against the boundary 
36 or the needle 31 , thereby restricting the length of pen- 
etration by the needle 31 into the blood vessel and pre- 
venting the cutter from cutting the blood vessel. 
[0108] The advantageous effects provided by this 
vascular incision apparatus 1 are similar to the effects 
achievable with the first embodiment of the Inventive ap- 
paratus described above. 

[0109] Moreover, the incision length adjusting mech- 
anism 8 in this apparatus 1 enables the length of the 
incision made in the blood vessel to be easily, rapidly 
and reliably set to a desired length. 
[01 1 0] In this third embodiment, as in the first embod- 
iment described above, there may be provided a restor- 
ing means which returns the stopper arm 41 to the first 
position. In addition, as in the second embodiment de- 
scribed above, the stopper arm 41 may be made rotat- 
able with respect to the body 2. Other variations and 
modifications of the type discussed above in connection 
with the first embodiment may similarly be applied here. 
[0111] Next, a fourth embodiment of the vascular in- 
cision apparatus of the invention is described. FIG. 17 
Is a side view, in cross section, of a fourth embodiment 
of the vascular incision apparatus of the invention. FIG. 
18 is a side view, in cross section, showing the appara- 
tus of FIG. 17 after the puncturing and cutting member 
has been moved. 

[01 1 2] The fourth embodiment of the inventive vascu- 
lar incision apparatus is described below with particular 
reference to those features which differ from the above- 
described first embodiment of the invention. Descrip- 
tions of like features are omitted. In FIGS. 17 and 18, 
the puncturing and cutting member side of the vascular 
incision apparatus is referred to as the "bottom end" or 
"bottom," and the body side of the apparatus is referred 
to as the top end" or "top." The left side with respect to 
the thus-defined "bottom" and "top" of the apparatus Is 
referred to herein as the "distal end," and the right side 
as the "proximal end." 

[01 13] As shown in these diagrams, in the fourth em- 
bodiment of the vascular incision apparatus 1 of the in- 
vention, the puncturing and cutting member 3 Is mova- 
ble with respect to the body 2. Moreover, this apparatus 
1 has a control member 91 for moving the puncturing 



and cutting member 3, and is configured so that move- 
ment (change of position) by the stopper arm 41 is cou- 
pled to movement by the puncturing and cutting member 
3. This arrangement is described more fully below. 
5 [0114] The control member 91 for moving the punc- 
turing and cutting member 3 is provided at the bottom 
end of the vascular incision apparatus 1 , and hence the 
bottom end of the handle 21 , such as to be movable in 
the lengthwise direction of the needle 31 on the punc- 
turing and cutting member 3. The puncturing and cutting 
member 3 is fixedly attached to the bottom side of the 
control member 91 with a support 35. The control mem- 
ber 91 has a rack 911 formed on the top side thereof. 
[01 15] The stopper arm 41 has a plate-like slider 46 
at a proximal end (top end) thereof. The slider 46 is pro- 
vided such as to be vertically movable at the bottom end 
of the body 2, and thus the bottom end of the handle 21 . 
on the vascular Incision apparatus 1 . The slider 46 has 
a rack 461 formed on a proximal end side thereof. 
[0116] A gear 92 which meshes with racks 911 and 
461 is provided at the bottom end of the body 2 on the 
vascular Incision apparatus 1 , and thus the bottom end 
of the handle 21 , such as to be rotatable in both the for- 
ward and reverse directions (clockwise and counter- 
clockwise directions) about a rotating shaft 93. 
[01 1 7] The operation of this embodiment of the inven- 
tive vascular incision apparatus 1 is now described. 
[0118] Referring to FIG. 18, moving control member 

91 by pushing it distally causes the puncturing and cut- 
ting member 3 to move distally together with the control 
member 91 . 

[01 1 9] At the same time, th is linear motion by control 
member 91 is converted by the rack 911 and the gear 

92 into rotation by the gear 92. Rotation by the gear 92 
is in turn converted by the gear 92 and the rack 461 into 
linear motion by the slider 46 and the stopper arm 41 , 
causing the stopper arm 41 to move upward. This up- 
ward movement separates the stop 411 on the stopper 
arm 41 , and thus the groove 412 on the stop 41 1 , from 
the boundary 36, placing the stopper arm 41 in the sec- 
ond position. 

[0120] As shown in FIG. 1 8, subsequent distal move- 
ment by the puncturing and cutting member 3 causes 
the blade 321 on the cutter 32 to cut the blood vessel. 
[0121] Referring next to FIG. 17, moving the control 
member 91 by pulling it proximatly causes the punctur- 
ing and cutting member 3 to move proximally together 
with the control member 91 . 

[0122] At the same time, this linear motion by control 
member 91 is converted by the rack 911 and gear 92 
into rotation by the gear 92. Rotation by the gear 92 Is 
in turn converted by the gear 92 and the rack 461 into 
linear motion by the slider 46 and the stopper arm 41 , 
causing the stopper arm 41 to move downward. This 
downward movement brings the stop 41 1 on the stopper 
arm 41 up against the boundary 36, causing the groove 
412 on the stop 411 to engage with the boundary 36, 
thus placing the stopper arm 41 In the first position. 
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[01 23] In the state shown In FIG. 1 7 (stopper arm 41 
In first position), the stop 41 1 rests against the boundary 
36, restricting the length of penetration by the needle 31 
into the blood vessel and preventing the cutter 32 from 
cutting the blood vessel. 

[01 24] When the puncturing and cutting member 3 is 
moved proximally, it travels until the stop 411 on the 
stopper arm 41 reaches the boundary 36, beyond which 
further proximal movement is prevented. 
[0125] The advantageous effects provided by this 
vascular incision apparatus 1 are similar to the effects 
achievable with the first embodiment of the inventive ap- 
paratus described above. 

[0126] With this vascular incision apparatus 1 , an in- 
cision can be created in a blood vessel by manipulating 
the control member 91 to effect movement of the punc- 
turing and cutting member 3 without having to move the 
body 2. In particular, movement by the stopper arm 41 
is coupled to movement by the puncturing and cutting 
member 3, thus enabling an incision to be created in a 
blood vessel even more easily and rapidly than possible 
with the apparatus according to the first embodiment of 
the Invention. 

[0127] According to one variation of this fourth em- 
bodiment, the puncturing and cutting member 3 and the 
stopper arm 41 are manipulated separately rather than 
coupling movement by the puncturing and cutting mem- 
ber 3 with movement (change of position) by the stopper 
arm 41 . 

[0128] As in the first embodiment described above, 
this fourth embodiment of the inventive apparatus may 
be provided with a restoring means which returns the 
stopper arm 41 to the first position. As in the second 
embodiment described above, the stopper arm 41 may 
be made rotatable with respect to the body 2. As in the 
third embodiment described above, an incision length 
adjusting mechanism which adjusts the vascular inci- 
sion length controlled by the incision length controlling 
means 4 may also be provided. Other variations and 
modifications of the type discussed above in connection 
with the first embodiment may similarly be applied here. 
[0129] Next, a fifth embodiment of the vascular inci- 
sion apparatus of the invention is closely described 
while referring to the attached diagrams. FIG. 19 is a 
cross-sectional view of a fifth embodiment of the vascu- 
lar incision apparatus of the invention. FIG. 20 Is a side 
view of the apparatus of FIG. 1 9 (as seen from the right 
side), FIG. 21 is a front view of the bottom of the appa- 
ratus of FIG. 19, and FIG. 22 is another cross-sectional 
view of the apparatus of FIG. 1 9. 
[0130] In FIGS. 19,21 and 22, the side of the vascular 
incision apparatus 1 on which the puncturing and cutting 
member is provided on a pair of handles is referred to 
as the "bottom end" or "bottom," and the side where the 
pair of handles are joined to each other Is referred as 
the "top end" or "top." 

[0131] The vascular incision apparatus 1 shown in 
these diagrams is an instrument for creating an incision 



in a blood vessel. The apparatus 1 has a pair of elon- 
gated handles 21 and 22 which are joined (fixedly at- 
tached) to each other at the top end thereof. 
[01 32] This pair of handles 21 , 22 has an elasticity that 
5 enables the bottom end of the first handle 21 and the 
bottom end of the second handle 22 to move apart and 
together. This induces one of the subsequently de- 
scribed first and second needles 31 , 33 to move relative 
to the other, causing a needle point 311 on the first nee- 
10 die 31 and a needle point 331 on the second needle to 
move apart and to move together or touch. 
[01 33] The pair of handles 21 , 22 are urged, under the 
elastic force (restoring force) thereof, in a direction that 
mutually separates the bottom end of the first handle 21 
15 and the bottom end of the second handle 22 (a direction 
that mutually separates the point 311 on the first needle 
31 and the point 331 on the second needle 33). 
[01 34] The user uses the vascular incision apparatus 
1 by holding and manipulating this pair of handles 21 , 
22 with the hand and fingers. 
[01 35] That is, in the fifth embodiment of the vascular 
incision apparatus of the invention, this pair of handles 
21 and 22 serves both as an urging means and a control 
means. 

[0136] The first handle 21 has, joined at the bottom 
end thereof, a puncturing and cutting member 3 com- 
posed of a first needle 31 with a sharp point 311 on a 
distal end thereof for penetrating the blood vessel and 
a cutter 32 on a proximal end side of the first needle 31 
for making an incision in the blood vessel. 
[01 37] The cutter 32 is substantially triangular in side 
shape. The blade 321 is formed on the top of the cutter 
32. In another arrangement, the cutter 32 may be com- 
posed of a section which is an extension of the needle 
31 and a blade 321 formed on the top side of the exten- 
sion. In this arrangement, the extension and the blade 
321 are joined together at the distal ends thereof, and 
the extension and the blade 321 are separately joined 
at their respective proximal ends to the bottom end of 
the first handle 21 , giving the cutter 32 a substantially 
triangular shape. 

[01 38] The second handle 22 has joined at the bottom 
end thereof a second needle 33 for penetrating the 
blood vessel, which second needle 33 has a sharp point 
(distal end) 331 which faces the point 311 of the first 
needle 31 across a predetermined distance. The punc- 
turing and cutting member 3 and the second needle 33 
are the major features of the puncturing and cutting 
means in this embodiment of the inventive vascular in- 
cision apparatus 1 . 

[01 39] The angle 9 (in degrees) formed between the 
first needle 31 and the blade 321 on the cutter 32 in the 
vicinity of a boundary between the needle 31 and the 
cutter 32, while not subject to any particular limitation, 
is preferably not more than 180°, and more preferably 
about 1 20 to 1 80*'. A vascular incision can be more eas- 
ily created at an angle 6 of not more than 1 SO"". 
[01 40] The needles 31 and 33 and the cutter 32 have 
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respective lengths which are not subject to any particu- 
lar limitation and may be suitably set according to vari- 
ous conditions, such as the length of the vascular Inci- 
sion to be made. 

[01 41 ] In the present embodiment of the invention, the 
puncturing and cutting member 3 (composed of first 
needle 31 and cutter 32) and the second needle 33 may 
be provided detachably on the first and second handles 
21 and 22. That is, the puncturing and cutting member 
3 and the second needle 33 may be replaceable. 
[01 42] As shown in FIG. 1 9, a stop (closest approach 
state controlling means) 411 and a bolt (the threaded 
portion of a bolt) 42 are each provided on the first handle 
21 side of the second handle 22. 
[0143] The bolt 42 is passed through a through-hole 
211 formed in the first handle 21 at a position corre- 
sponding to the bolt 42. and a nut 43 is screwed onto 
the bolt 42 from the right side of the first handle 21 in 
FIG. 19. 

[01 44] As noted above, the pair of handles 21 and 22 
are urged, under the elastic force thereof, in a direction 
that mutually separates the bottom end of the first han- 
dle 21 and the bottom end of the second handle 22, 
bringing the first handle 21 up against the nut 43. The 
nut 43 holds the first needle 31 and the second needle 
33 in a "maximum separation state" in which they are 
most widely separated. 

[01 45] In this maximum separation state, the distance 
between the point 311 on the first needle 31 and the 
point 331 on the second needle 33 is at a maximum. 
This maximum distance is substantially the length of the 
incision to be formed in the blood vessel by the cutter 32. 
[0146] Tuming the nut 43 moves it along the bolt 42 
in the left-right direction in FiG. 19, changing the maxi- 
mum separation state, and thus the maximum distance, 
between the point 311 on the first needle 31 and the 
point 331 on the second needle 33. 
[01 47] Moving the nut 43 leftward in FIG . 1 9 decreas- 
es the maximum distance, resulting in a shorter incision 
length. Conversely, moving the nut 43 rightward in FIG. 
1 9 increases the maximum distance, resulting in a long- 
er incision length. 

[01 48] Accordingly, the bolt 42 and the nut 43 together 
comprise a maximum separation state controlling 
means for controlling the maximum separation state be- 
tween the first needle 31 and the second needle 33, as 
well as an incision length adjusting mechanism for ad- 
justing the maximum distance between the point 311 on 
the first needle 31 and the point 331 on the second nee- 
dle 33. 

[01 49] As shown in FIG. 22, when the user squeezes 
the pair of handles 21 , 22, the puncturing and cutting 
member 3 (composed of first needle 31 and cutter 32) 
and the second needle 33 move in directions that bring 
the point 311 on the first needle 31 and the point 331 on 
the second needle 33 closer together. Eventually, the 
first handle 21 reaches the stop 411 , at which point the 
first needle 31 and the second needle 33 are in their 



closest approach state. 

[01 50] The vascular incision apparatus 1 according to 
the present embodiment of the invention Is constructed 

so that, in the closest approach state, the point 311 on 
5 the first needle 31 and the point 331 on the second nee- 
dle 33 are exactly touching or separated by only a very 
small distance. 

[0151] The stop 411 helps prevent damage to the 
point 31 1 on the first needle 31 and the point 331 on the 
10 second needle 33. 

[0152] Moreover, by constructing the apparatus 1 so 
that, in the closest approach state, the point 311 on the 
first needle 31 and the point 331 on the second needle 
33 are exactly touching or separated by only a very small 
distance, the step of forming an incision in the blood ves- 
sel with the cutter 32 can be carried out smoothly and 
reliably. 

[0153] The first needle 31 and the second needle 33 
may be made of any suitable material, examples of 
which include various metals (e.g., stainless steel, tita- 
nium, steel, iron, and alloys thereof) and ceramics. 
[01 54] The cutter 32 too may be made of any suitable 
material, examples of which include various metals (e. 
g., stainless steel, titanium, steel, iron, and alloys there- 
of) and ceramics. 

[0155] The pair of handles 21, 22 may likewise be 
made of any suitable material, examples of which in- 
clude various metals (e.g., stainless steel, titanium, 
steel, iron, and alloys thereof) and plastics (polypropyl- 
ene, polyethylene, polycarbonate, nylon and the like). 
[01 56] In this fifth embodiment of the vascular incision 
apparatus of the invention, as in the first embodiment 
described above, the first needle 31 and the cutter 32 
have an integral construction which may be arrived at 
either by integrally forming the needle 31 and the cutter 
32, or by separately forming then uniting the needle 31 
and the cutter 32. 

[0157] In the present embodiment, the cutter is pro- 
vided on the first needle 31 side, although an alternative 
arrangement in which it is provided on the second nee- 
dle 33 side is also acceptable. 
[01 58] In this embodiment, the puncturing and cutting 
member 3 (composed of first needle 31 and cutter 32) 
and the second needle 33 are fixedly attached to the 
respective handles 21 , 22. However, as noted above in 
connection with the first embodiment of the vascular in- 
cision apparatus 1 of the invention, it is often advanta- 
geous for the puncturing and cutting member 3 (com- 
posed of first needle 31 and cutter 32) and the second 
needle 33 to be freely detachable from the respective 
handles 21 and 22, and thus replaceable. 
[0159] Should the puncturing and cutting member 3 
or the needle 33 undergo breakage, damage or deteri- 
oration, such an arrangement would allow replacement 
of the puncturing and cutting member 3 or the needle 
33 alone, resulting in lower user costs than if the entire 
apparatus 1 had to be replaced. 
[0160] Moreover, even if the apparatus 1 does not in- 
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elude an incision length adjusting mechanism, the vas- 
cular incision may be set to the desired length by having 
on hand at the point of use a plurality of such puncturing 
and cutting members 3 with first needles 31 of varying 
length and a plurality of second needles 33 of varying 
length, and selecting and mounting the most appropri- 
ate puncturing and cutting member 3 and second needle 
33 from among these. 

[0161] The shapes of the first needle 31 andcutter32 
on the puncturing and cutting member 3 and the shape 
of the second needle 33 are not limited to the shapes 
shown in the accompanying diagrams. Examples of oth- 
er suitable needle configurations are described below. 
[0162] FIGS. 26 to 31 are cross-sectional views of 
other configurations of the needles, and FIGS. 32 and 
33 are side views of yet another configuration of the nee- 
dles. 

[01 63] In the configuration shown in FIG. 26. the sec- 
ond needle 33 has formed at the distal end thereof a 
groove 332 which engages the distal end of the first nee- 
dle 31. 

[01 64] Referring to FIG. 27, when the user squeezes 
the pair of handles 21, 22, the puncturing and cutting 
member 3 and the second needle 33 move in directions 
that bring the point 311 on the first needle 31 and the 
point 331 on the second needle 33 closer together. The 
distal end of the first needle 31 then engages the groove 
332 of the second needle 33. At the same time, first han- 
dle 21 reaches stop 411 , resulting in a closest approach 
state. 

[0165] This arrangement makes it possible to easily 
and reliably bring the point 311 of the first needle 31 and 
the point 331 of the second needle 33 into mutual con- 
tact while preventing any damage to the respective 
points 311 and 331. 

[0166] In the illustrated example, the groove 332 ex- 
tends along the entire length of the second needle 33. 
However, In a variation of the foregoing configuration, 
the groove 332 may be provided only at the distal end 
of the second needle 33. 

[0167] Conversely, in another variation, a groove 
which engages the distal end of the second needle 33 
may be formed at the distal end of the first needle 31 . 
[01 68] tn the configuration shown in FIG. 28. the sec- 
ond needle 33 has formed at the distal end thereof an 
aperture 333 which receives the distal end of the first 
needle 31 . 

[0169] As shown in FIG. 29, when the user squeezes 
the pair of handles 21, 22. the puncturing and cutting 
member 3 and the second needle 33 move in directions 
that bring the point 311 on the first needle 31 and the 
point 331 on the second needle 33 closer together. The 
distal end of the first needle 31 is then inserted within 
the aperture 333. At the same time, first handle 21 
reaches stop 411 . resulting in a closest approach state. 
[0170] This arrangement makes it possible to easily 
and reliably bring the point 31 1 of the first needle 31 and 
the point 331 of the second needle 33 into mutual con- 



tact while preventing any damage to the respective 
points 311 and 331. 

[0171] In the illustrated example, the aperture 333 ex- 
tends along the entire length of the second needle 33. 
5 However, in a variation of the foregoing configuration, 
the aperture 333 may instead be provided only at the 
distal end of the second needle 33. 
[0172] Conversely, in another variation, an aperture 
which receives the distal end of the second needle 33 
10 may be formed at the distal end of the first needle 31 . 
[0173] In the configuration shown in FIG. 30, the sec- 
ond needle 33 has formed at the distal end thereof an 
aperture 333 which receives the distal end of the first 
needle 31. The second needle 33 also has formed at 
15 the distal end thereof a beveled face 334 which angles 
downward toward the distal side. 
[01 74] As shown in FIG. 31 , when the user squeezes 
the pair of handles 21 , 22, the puncturing and cutting 
member 3 and the second needle 33 move in directions 
that bring the point 311 on the first needle 31 and the 
point 331 on the second needle 33 closer together. The 
distal end of the first needle 31 is then inserted within 
the aperture 333. At the same time, first handle 21 
reaches stop 411 , resulting in a closest approach state. 
[0175] This arrangement makes it possible to easily 
and reliably bring the point 31 1 of the first needle 31 and 
the point 331 of the second needle 33 into mutual con- 
tact while preventing any damage to the respective 
points 311 and 331. 

[0176] In the illustrated example, the aperture 333 ex- 
tends along the entire length of the second needle 33. 
However, in a variation of the foregoing configuration, 
the aperture 333 may instead be provided only at the 
distal end of the second needle 33. 
[0177] Conversely, in another variation, an aperture 
which receives the distal end of the second needle 33 
and a beveled face may be formed at the distal end of 
the first needle 31 . 

[0178] In the configuration shown in FIG. 32, the distal 
end of the first needle 31 and the distal end of the second 
needle 33 are both angled downward. 
[01 79] As shown in FIG. 33, when the user squeezes 
the pair of handles 21 , 22. the puncturing and cutting 
member 3 and the second needle 33 move in directions 
that bring the point 311 on the first needle 31 and the 
point 331 on the second needle 33 closer together. 
When the first handle 21 reaches the stop 41 1 . the clos- 
est approach state is achieved. 
[0180] This arrangement makes it possible to easily 
and reliably puncture the blood vessel with the first nee- 
dle 31 and the second needle 33. 
[0181] In a variation of the foregoing configuration, 
the distal end of only one of the first and second needles 
31 , 33 may be angled downward. 
[0182] In another variation, the needles may be an- 
gled downward over their entire respective lengths rath- 
er than only at the distal ends. 
[0183] In the various configurations shown in FIGS. 
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26 to 31 , the distal end of the first needle 31 and the 
distal end of the second needle 33 may each be angled 
downward, or the distal end of only one of the first and 
second needles 31 , 33 may be angled downward. 
[01 84] Alternatively, one or both of the needles in any 
of these configurations may be angled downward over 
the entire length thereof rather than only at the distal 
end. 

[01 85] The method of use, or operation, of the vascu- 
lar incision apparatus 1 according to this embodiment is 
now described. 

[0186] FIGS. 23 to 25 is a sequence of schematic 
views illustrating how the vascular Incision apparatus 1 
shown in FIG. 19 works. In FIGS. 23 to 25, the blood 
vessel 1 00 side is referred to as the "bottom end" or "bot- 
tom," and the apparatus 1 side is referred to as the "top 
end" or "top." 

[0187] When an Incision Is to be created in a blood 

vessel 100 using the vascular incision apparatus 1, if 
necessary, the user first turns the nut 43 to adjust the 
maximum distance between the point 311 on the first 
needle 31 and the point 331 on the second needle 33 
to the desired incision length for the blood vessel 100. 
[01 88] Turning the nut 43 so that it moves leftward in 
FIG, 19 decreases the maximum distance between the 
point 311 on the first needle 31 and the point 331 on the 
second needle 33, shortening the incision length. Con- 
versely, turning the nut 43 so that it moves rightward in 
FIG. 19 increases the maximum distance, resulting in a 
larger incision length. 

[0189] The user then grasps the pair of handles 21, 
22 on the apparatus 1 with the hand and fingers and. as 
shown in FIG. 23, presses the bottom of the Incision and 
cutting member 3 and the second needle 33 against an 
outer wall 110 of the blood vessel 100. 
[01 90] Next, the pair of handles 21 , 22 are squeezed 
together as shown in FIG. 22. This causes handles 21 
and 22 to bend, so that the puncturing and cutting mem- 
ber 3 (composed of first needle 31 and cutter 32) and 
the second needle 33 move in directions that bring the 
point 31 1 on the first needle 31 and the point 331 on the 
second needle 33 closer together. 
[0191] When this is done, as shown in FIG. 24, the 
first needle 31 and the second needle 33 each puncture 
the wall 110 of the blood vessel 100, with the point 311 
on the first needle 31 and the point 331 on the second 
needle 33 touching or coming into close proximity within 
the lumen 1 20 of the blood vessel 1 00. At the same time, 
as shown In FIG. 22, the handle 21 reaches the stop 
411 , by means of which the first needle 31 and the sec- 
ond needle 33 are held in the closest approach state. 
[0192] The foregoing procedure establishes the site 
and length of the incision made in the blood vessel 100. 
That is, the incision site extends between an entry open- 
ing 130 created by the first needle 31 in blood vessel 
100 and an entry opening 140 created by the second 
needle 33 in the blood vessel 1 00. The incision length 
is the length between the two openings. 



[0193] Next, as shown In FIG. 25, the user advances 
the vascular incision apparatus 1 toward the distal side 
of the first needle 31 (direction of arrow in FIG. 25). As 
the cutter 32, guided by the first needle 31 and the sec- 
5 ond needle 33, travels from entry opening 130 to entry 
opening 140 in the blood vessel 100, the blade 321 on 
the cutter 32 cuts open the wall 110 of the vessel 100 
between openings 130 and 140. 
[01 94] When incision of the blood vessel 1 00 is com- 
plete, the squeezing pressure applied to the pair of han- 
dles 21 , 22 is eased, whereupon the bottom ends of the 
handles 2 1 , 22 separate under the elastic forces therein, 
resulting in separation of the point 31 1 on the first needle 
31 from the point 331 on the second needle 33. The first 
needle 31 and the second needle 33 attain their most 
widely separated state when the first handle 21 reaches 
the nut 43. 

[0195] The vascular Incision apparatus 1 thus con- 
trols, by means of the point 311 on the first needle 31 
and the point 331 on the second needle 33, the length 
of the incision created in the blood vessel, resulting In 
an incision which extends between entry opening 130 
and entry opening 140 In the blood vessel 100. This en- 
ables the blood vessel to be easily and reliably incised 
to the desired length. 

[0196] Also, because the area to be incised is the in- 
terval between entry opening 1 30 and entry opening 1 40 
in the blood vessel 1 00, the incision can be completed 
in a single action. This enables a blood vessel to be rap- 
idly incised to the desired length. 
[01 97] Another advantageous feature of this embod- 
iment is the ability to easily and reliably adjust the length 
of the incision in the blood vessel by turning the nut 43. 
[0198] Next, a sixth embodiment of the vascular inci- 
sion apparatus of the invention is described. 
[01 99] FIG. 34 is a cross-sectional view of a sixth em- 
bodiment of the vascular incision apparatus of the in- 
vention, and FIG. 35 a side view of the bottom of the 
apparatus shown in FIG. 34. 

[0200] The sixth embodiment of the inventive vascu- 
lar incision apparatus is described below with particular 
reference to those features which differ from the above- 
described fifth embodiment of the invention. Descrip- 
tions of like features are omitted. In FIGS. 34 and 35, 
the puncturing and cutting member side of the vascular 
incision apparatus is referred to as the "bottom end" or 
"bottom," and the side where the pair of handles are 
joined to each other is referred to as the top 
end" or "top." 

[0201] As illustrated in these diagrams, in the sixth 
embodiment of the inventive vascular incision appara- 
tus 1 , the first needle 31 and the second needle 33 are 
each provided on proximal end sides thereof with re- 
spective cutters 32 and 34 for making an incision in the 
blood vessel. 

[0202] A first puncturing and cutting member 3 com- 
posed of a first needle 31 having a sharp point on the 
distal end thereof and a cutter 32 provided on the prox- 
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Imal end side of the first needle 31 is joined to the bottom 
end of the first handle 21 . A second puncturing and cut- 
ting nneniber 3' composed of a second needle 33 having 
a sharp point on the distal end thereof and a cutter 34 
provided on the proximal end side of the second needle 
33 is joined to the bottom end of the second handle 22. 
The cutter 34 is substantially triangular in side shape. 
The blade 341 is formed on the top of the cutter 34. In 
another arrangement, the cutter 34 may be composed 
of a section which is an extension of the second needle 
33 and a blade 341 formed on the top side of the exten- 
sion. In this arrangement, the extension and the blade 
341 are joined together at the distal ends thereof, and 
the extension and the blade 341 are separately joined 
at their respective proximal ends to the bottom end of 
the second handle 22, giving the cutter 34 a substan- 
tially triangular shape. 

[0203] The advantageous effects provided by this 
vascular incision apparatus 1 are similar to the effects 
achievable with the fifth embodiment of the inventive ap- 
paratus described above. 

[0204] Moreover, in this vascular incision apparatus 
1 , cutters 32 and 34 are provided on the first needle 31 
and the second needle 33 respectively, thereby ena- 
bling an incision to be made in the blood vessel regard- 
less of whether the apparatus 1 is advanced distally with 
respect to the first needle 31 (leftward in FIG. 34) or dis- 
tally with respect to the second needle 33 (rightward in 
FIG. 34). 

[0205] Hence, for example, if there should be an ob- 
stacle to the vascular incision apparatus 1 In the left or 
right direction in FIG. 34, an incision can be made in the 
blood vessel by advancing the apparatus 1 in the other 

direction. 

[0206] As in the above-described fifth embodiment, 
the needles in this sixth embodiment may have the con- 
figurations shown in FIGS. 26 to 33. Other variations 
and modifications of the type discussed above In con- 
nection with the fifth embodiment may similarly be ap- 
plied here. 

[0207] Next, a seventh embodiment of the vascular 
incision apparatus of the invention is described. 
[0208] FIGS. 36 and 37 are cross-sectional views of 
a seventh embodiment of the vascular incision appara- 
tus of the invention. 

[0209] The seventh embodiment of the inventive vas- 
cular incision apparatus is described below with partic- 
ular reference to those features which differ from the 
above-described fifth embodiment of the invention. De- 
scriptions of like features are omitted. In FIGS. 36 and 
37, the side where a support in the vascular incision ap- 
paratus is joined to the puncturing and cutting member 
is referred to as the "bottom end" or "bottom," the side 
where supports of the apparatus are joined to the body 
is referred to as the top end" or "top," the end where the 
body of the apparatus is joined to the supports is re- 
ferred to as the "distal end." and the end where the body 
is joined to a grip is referred to as the "proximal end." 



[0210] As shown in these diagrams, the seventh em- 
bodiment of the vascular incision apparatus 1 has a tu- 
bular, elongated body 5. 

[021 1 ] The body 5 has at a proximal end thereof a grip 
5 51 which the user grasps with the hand and fingers, and 
has at a distal end thereof a puncturing and cutting 
means 6. 

[021 2] The puncturing and cutting means 6 has a first 
support 61 fixedly attached to the body 5, and a second 

10 support 62 which is rotatable about a pivot 63 provided 
on the first support 61 . The first and second supports 
61 . 62 each have a bottom end, with the bottom end of 
the first support 61 situated on the distal end side of the 
body 5 relative to the bottom end of the second support 

15 62. 

[0213] These first and second supports 61, 62 may 
be made of any suitable material, examples of which in- 
clude various metals (e.g., stainless steel, titanium, 
steel, iron, and alloys thereof). 
[0214] A puncturing and cutting member 3 having a 
first needle 31 and a cutter 32 is joined to the bottom 
end of the first support 61 , and a second needle 33 is 
joined to the bottom end of the second support 62. 
[021 5] A coil spring 64 is provided as an urging means 
in a contracted state between the first and second sup- 
ports 61 and 62 at a position below the pivot 63. The 
second support 62 is urged by the elastic force (restor- 
ing force) of this coil spring 64 in the counterclockwise 
rotating direction in FIG. 36; that is, in the direction that 
separates the bottom end of the first support 61 from the 
bottom end of the second support 62 (the direction that 
separates a needle point 311 on the first needle 31 from 
a needle point 331 on the second needle 33). 
[021 6] The second support 62 has a top end which is 
inserted into a hollow portion 53 of the body 5 through 
an opening 52 formed on the bottom side at the distal 
end of the body 5. The top end of the second support 
62 comes up against the distal edge of the opening 52, 
thereby holding the first needle 31 and the second nee- 
dle 33 in a state of maximum separation. 
[0217] An actuating element 71 is provided within a 
hollow portion 51 2 of the grip 51 such as to be movable 
in the lengthwise direction of the grip 51 , toward both 
the distal and proximal ends of the grip 51 . This actuat- 
ing element 71 has a top end which protrudes upward 
and outward from an opening 51 1 formed In the top side 
of the grip 51 . 

[021 8] The actuating element 71 is coupled on the dis- 
tal end side thereof with the top end of the second sup- 
port 62 by a wire (coupling member) 72 which passes 
through the hollow portion 51 2 of the grip 51 . 
[0219] The actuating element 71 and the wire 72 to- 
gether comprise a control means. Of course, the cou- 
pling member is not limited to a wire. 
[0220] As shown in FIG. 37, when the actuating ele- 
ment 71 is moved proximally (direction of arrow), the top 
end of the second support 62 is pulled proximally. This 
induces the second support 62 to rotate clockwise in 
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FIG. 37, causing the second needle 33 to move in a di- 
rection that brings the point 311 on the first needle 31 
and the point 331 on the second needle 33 closer to- 
gether. 

[0221] When the user removes his or her finger from 
the actuating element 71 or applies less force to the ac- 
tuating element 71 , as shown in FIG.36, the second sup- 
port 62 rotates counterclockwise In FIG. 36 under the 
elastic force of the coil spring 64. causing the bottom 
ends of the first and second supports 61 , 62 to mutually 
separate and the top end of the second support 62 to 
come up against the distal edge of the opening 52. thus 
placing the first needle 31 and the second needle 33 in 
the maximum separation state. 
[0222] The advantageous effects provided by this 
vascular incision apparatus 1 are similar to the effects 
achievable with the fifth embodiment of the inventive ap- 
paratus described above. 

[0223] Moreover, in this vascular incision apparatus 
1 , the puncturing and cutting means 6 can be remotely 
controlled, thus making it possible to create an incision 
even if there is an obstacle near where the incision is to 
be made on the blood vessel. 
[0224] In one alternative arrangement of the appara- 
tus 1 according to this embodiment of the invention, the 
first support 61 may be rotatable. In another alternative 
arrangement, the first support 61 and the second sup- 
port 62 may each be rotatable. 
[0225] As in the above-described fifth embodiment, 
the needles in this seventh embodiment may have the 
configurations shown in FIGS. 26 to 31 . Other variations 
and modifications of the type discussed above in con- 
nection with the fifth embodiment may similarly be ap- 
plied here. 

[0226] Next, an eighth embodiment of the vascular in- 
cision apparatus of the invention is described. 
[0227] FIG . 38 is a cross-sectional view of the working 
or distal end in an eighth embodiment of the vascular 
incision apparatus of the invention. 
[0228] The eighth embodiment of the inventive vas- 
cular incision apparatus 1 is described below with par- 
ticular reference to those features which differ from the 
above-described seventh embodiment of the invention. 
Descriptions of like features are omitted. In FIG. 38. the 
side where a support in the vascular incision apparatus 
is joined to the puncturing and cutting member is re- 
ferred to as the "bottom end" or "bottom," the side where 
the supports are joined to the body of the apparatus is 
referred to as the top end" or "top." The left side with re- 
spect to the thus-defined "bottom" and "top" of the ap- 
paratus is referred to herein as the "distal end," and the 
right side as the "proximal end." 
[0229] As shown in FIG. 38, the eighth embodiment 
of the vascular incision apparatus 1 has, on the second 
support 62 side of the first support 61 , a stop 61 1 which 
functions as a closest approach state controlling means 
and is situated below a pivot 63. 
[0230] A screw hole 54 is formed at the distal end of 



the body 5. and a screw 55 is threadedly engaged with 
the screw hole 54. 

[0231] When the top end of the second support 62 
comes up against this screw 55. the first needle 31 and 
5 the second needle 33 are held in a state of maximum 
separation therebetween. 

[0232] Turning the screw 55 causes it to move in the 
left-right direction in FIG. 38, which alters the maximum 

separation state, thus changing the maximum distance 
10 between the point 311 on the first needle 31 and the 
point 331 on the second needle 33. 
[0233] Moving the screw 55 rightward in FIG. 38, that 
is, toward the proximal side of the body 5, decreases 
the maximum distance, resulting in a shorter incision 
length. Conversely, moving the screw 55 leftward in FIG. 
38, that is, toward the distal side of the body 5, increases 
the maximum distance, resulting in a longer incision 
length. 

[0234] Accordingly, the screw 55 functions as a max- 
imum separation state controlling means that controls 
the maximum separation state between the first needle 
31 and the second needle 33, and also as an incision 
length adjusting mechanism which adjusts the maxi- 
mum distance between the point 311 on the first needle 
31 and the point 331 on the second needle 33. 
[0235] When an actuating element (not shown) is 
moved proximally (rightward in FIG. 38), the top end of 
the second support 62 is pulled proximally (rightward in 
FIG. 38) by a wire 72. This causes the second support 
62 to rotate clockwise in FIG. 38, as a result of which 
the second needle 33 moves in a direction that brings 
the point 311 on the first needle 31 and the point 331 on 
the second needle 33 closer together. When the second 
support 62 reaches the stop 61 1 , the first needle 31 and 
the second needle 33 are in their closest approach state. 
[0236] The advantageous effects provided by this 
vascular incision apparatus 1 are similar to the effects 
achievable with the seventh embodiment of the inven- 
tive apparatus described above. 
[0237] In this vascular incision apparatus 1 , the stop 
611 helps prevent damage to the point 311 on the first 
needle 31 and the point 331 on the second needle 33. 
Moreover, the incision length in the blood vessel can be 
easily and reliably adjusted by turning the screw 55. 
[0238] As in the above-described fifth embodiment, 
the needles in this eighth embodiment may have the 
configurations shown in FIGS. 26 to 33. Other variations 
and modifications of the type discussed above in con- 
nection with the fifth embodiment may similarly be ap- 
plied here. 

[0239] Next, a ninth embodiment of the vascular inci- 
sion apparatus of the invention is described. 
[0240] FIG. 39 is a cross-sectional view of a ninth em- 
bodiment of the vascular Incision apparatus of the in- 
vention. 

[0241] The ninth embodiment of the inventive vascu- 
lar incision apparatus 1 is described below with partic- 
ular reference to those features which differ from the 
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above-described seventh embodiment of the invention. 
Descriptions of like features are omitted. In FIG. 39, the 
side where supports in the vascular incision apparatus 
are joined to puncturing and cutting members is referred 
to as the "bottom end" or "bottom," and the side where 
the supports are joined to the body of the apparatus Is 
referred to as the top end" or "top." 
[0242] As shown in FIG. 39, the ninth embodiment of 
the vascular incision apparatus 1 is provided with a cut- 
ter 32 on the proximal end side of a first needle 31 and 
a cutter 34 on the proximal end side of a second needle 
33, which cutters 32, 34 are for making an incision in the 
blood vessel. 

[0243] That is, a first support 61 has joined, at the low- 
er end thereof, a first puncturing and cutting member 3 
composed of a first needle 31 having a sharp point at 
the distal end thereof and a cutter 32 provided on the 
proximal end side of the first needle 31 . A second sup- 
port 62 has joined, at the lower end thereof, a second 
puncturing and cutting member 3' composed of a sec- 
ond needle 33 having a sharp point at the distal end 
thereof and a cutter 34 provided on the proximal end 
side of the second needle 33. 
[0244] The advantageous effects provided by this 
vascular incision apparatus 1 are similar to the effects 
achievable with the seventh embodiment of the inven- 
tive apparatus described above. 
[0245] Moreover, in this vascular incision apparatus 
1 , the presence of a cutter 32 on the first needle 31 and 
another cutter 34 on the second needle 33 enables an 
incision to be made in the blood vessel regardless of 
whether the apparatus 1 is advanced distally with re- 
spect to the first needle 31 (rlghtward in FIG. 39) or dis- 
tally with respect to the second needle 33 (leftward In 
FIG. 39). 

[0246] As in the above-described fifth embodiment, 
the needles in this ninth embodiment may have the con- 
figurations shown in FIGS. 26 to 31 . Moreover, as in the 
eighth embodiment described above, it is advantageous 
to provide also a stop 611 and a screw 55. Other varia- 
tions and modifications of the type discussed above in 
connection with the fifth embodiment may similarly be 
applied here. 

[0247] Next, a tenth embodiment of the vascular inci- 
sion apparatus of the invention is described. 
[0248] FIG. 40 is a cross-sectional view of a tenth em- 
bodiment of the vascular incision apparatus of the in- 
vention. 

[0249] The tenth embodiment of the inventive vascu- 
lar incision apparatus is described below with particular 
reference to those features which differ from the above- 
described seventh embodiment of the invention. De- 
scriptions of like features are omitted. In FIG. 40, the 
side where a support in the vascular incision apparatus 
is joined to a puncturing and cutting member is referred 
to as the "bottom end" or "bottom," the side where sup- 
ports are joined to the body of the apparatus is referred 
to as the top end" or "top," the end where the body of 



the apparatus is joined to the supports Is referred to as 
the "distal end," and the end where the body is joined to 
a grip is referred to as the "proximal end." 
[0250] As shown In FIG. 40, In the tenth embodiment 
5 of the vascular incision apparatus 1 , the body 5 has a 
grip 51 and a distal end. The portion of the body 5 be- 
tween the grip 51 and the distal end is laterally deform- 
able (i.e., capable of being curved or bent) with respect 
to the lengthwise direction of the body 5, and is con- 
10 structed so as to be capable of retaining the deformed 
shape. In the illustrated arrangement, the portion of the 
body 5 between the grip 51 and the distal end has a 
flexible corrugated construction. 
[0251] The advantageous effects provided by this 
15 vascular incision apparatus 1 are similar to the effects 
achievable with the seventh embodiment of the Inven- 
tive apparatus described above. 
[0252] Moreover, compared with the seventh embod- 
iment, the vascular incision apparatus 1 according to the 
present embodiment provides the advantage that when 
a difficult-to-avoid obstacle Is located near the target in- 
cision site in the blood vessel, the obstacle can be avoid- 
ed by deforming the body 5 of the apparatus 1 , making 
It possible to create an incision at the desired site. 
[0253] As in the above-described fifth embodiment, 
the needles in the present embodiment may have the 
configurations shown in FIGS. 26 to 31 . Moreover, as in 
the eighth embodiment described above, it is advanta- 
geous to provide a stop 611 and a screw 55. Other var- 
iations and modifications of the type discussed above 
in connection with the fifth embodiment may similarly be 
applied here. 

[0254] Next, an eleventh embodiment of the vascular 

incision apparatus of the Invention is described. 
[0255] FIG. 41 is a cross-sectional view of an eleventh 
embodiment of the vascular incision apparatus of the 
invention. 

[0256] The eleventh embodiment of the inventive vas- 
cular Incision apparatus Is described below with partic- 
ular reference to those features which differ from the 
above-described tenth embodiment of the invention. 
Descriptions of like features are omitted. In FIG. 41 , the 
side where supports in the vascular incision apparatus 
are joined to puncturing and cutting members Is referred 
to as the "bottom end" or "bottom," and the side where 
the supports are joined to the body of the apparatus is 
referred to as the top end" or "top." 
[0257] As shown In FIG. 41 , the eleventh embodiment 
of the vascular incision apparatus 1 Is provided with a 
cutter 32 on the proximal end side of a first needle 31 
and a cutter 34 on the proximal end side of a second 
needle 33, which cutters 32. 34 are for making an inci- 
sion in the blood vessel. 

[0258] That is, a first support 61 has joined, at the low- 
er end thereof, a first puncturing and cutting member 3 
composed of a first needle 31 having a sharp point at 
the distal end thereof and a cutter 32 provided on the 
proximal end side of the first needle 31 . A second sup- 
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port 62 has joined, at the lower end thereof, a second 
puncturing and cutting member 3' composed of a sec- 
ond needle 33 having a sharp point at the distal end 
thereof and a cutter 34 provided on the proximal end 
side of the second needle 33. 
[0259] The advantageous effects provided by this 
vascular incision apparatus 1 are simitar to the effects 
achievable with the tenth embodiment of the inventive 
apparatus described above. 

[0260] Moreover, in this vascular incision apparatus 
1 , the presence of a cutter 32 on the first needle 31 and 
another cutter 34 on the second needle 33 enables an 
incision to be made in the blood vessel regardless of 
whether the apparatus 1 is advanced distally with re- 
spect to the first needle 31 (rightward in FIG. 39) or dis- 
tally with respect to the second needle 33 (leftward in 
FIG. 39). 

[0261] As in the above-described fifth embodiment, 
the needles in this eleventh embodiment may have the 
configurations shown in FIGS. 26 to 31 . Moreover, as in 
the eighth embodiment described above, it is advanta- 
geous to provide also a stop 61 1 and a screw 55. Other 
variations and modifications of the type discussed 
above in connection with the fifth embodiment may sim- 
ilarly be applied here. 

[0262] Next, a twelfth embodiment of the vascular In- 
cision apparatus of the invention is described. 
[0263] FIG. 42 is a cross-sectional view of a twelfth 
embodiment of the vascular incision apparatus of the 
invention, and FIG. 43 is a cross-sectional view of the 
distal end (working end) of the apparatus of FIG. 42. 
[0264] The twelfth embodiment of the inventive vas- 
cular incision apparatus 1 is described below with par- 
ticular reference to those features which differ from the 
above-described tenth embodiment of the invention. 
Descriptions of like features are omitted. In FIGS. 42 
and 43, the side where a support in the vascular incision 
apparatus is joined to a puncturing and cutting member 
is referred to as the "bottom end" or "bottom," and the 
side where supports are joined to the body of the appa- 
ratus is referred to as the top end" or "top." The left end 
with respect to the thus-defined "bottom" and "top" of 
the apparatus Is referred to herein as the "distal 
end." and the right end as the "proximal end." 
[0265] As shown in these diagrams, in the twelfth em- 
bodiment of the vascular incision apparatus 1 , an Inci- 
sion and cutting means 6 has a support 61 fixedly at- 
tached to a distal, or working, end 56 of the body 5, and 
a support 62 provided on the working end of the body 5 
such as to be movable in the lengthwise direction of the 
body 5 (in both the distal and proximal directions relative 
to the body 5). The first support 61 projects downward 
from the working end 56 of the body 5, and is situated 
at a position on the body 5 which Is proximal to the sec- 
ond support 62. 

[0266] The second support 62 has at the top end 
thereof a slider 621 which is disposed within a hollow 
area 57 at the working end 56 of the body 5 such as to 



be movable in the lengthwise direction of the body (in 
both the distal and proximal directions relative to the 
body 5). 

[0267] The proximal end of the slider 621 is coupled 
5 to the distal end of an actuating element 71 by means 
of a wire (coupling member) 72 which traverses hollow 
areas 57 and 53 in the body 5 and a hollow area 51 2 in 
a grip 51. 

[0268] The working end 56 of the body 5 has an open- 
10 ing 52 formed on a lower side thereof. A bottom end side 
of second support 62 projects downward and outward 
through opening 52. 

[0269] A puncturing and cutting member 3 Is joined to 
the bottom end of first support 61 . and a second needle 
15 33 is joined to the bottom end of second support 62. 
[0270] A coil spring (urging means) 65 is provided in 
a contracted state within the hollow area 57 at the work- 
ing end 56 of the body 5, between the proximal side of 
the working end 56 and the slider 621. The slider 621 
and the second support 62 are urged toward the distal 
side of the working end 56 by the elastic force (restoring 
force) of the coil spring 65. That is, the coil spring 65 
urges apart the first support 61 and the second support 
62 (in a direction that separates the point 31 1 on the first 
needle 31 and the point 331 on the second needle 33). 
[0271 ] When the top end of the second support 62 and 
the slider 621 reach an Inside wall (maximum separation 
state controlling means) 581 on the distal side of the 
working end 56, the first needle 31 and the second nee- 
dle 33 are held in a state of maximum separation. 
[0272] As shown in FIG. 43, moving the actuating el- 
ement 71 in the proximal direction causes the wire 72 
to pull slider 621 proximally, resulting in movement by 
the slider 621 and the second support 62 toward the 
proximal end. That is, the second needle 33 moves in a 
direction that brings the point 31 1 on the first needle 31 
and the point 331 on the second needle 33 closer to- 
gether. When the top end of the second support 62 
reaches the proximal edge (closest approach state con- 
trolling means) 582 of the opening 52, the first needle 
31 and the second needle 33 are in their state of closest 
approach. 

[0273] When the user removes his or her finger from 

the actuating element 71 or applies less force to the ac- 
tuating element 71 , as shown in FIG.42, the slider 621 
and the second support 62 move toward the distal side 
of the working end 56 by the elastic force of the coil 
spring 65. When the top end of the second support 62 
and the slider 621 reach an inside wall (maximum sep- 
aration state controlling means) 581 on the distal side 
of the working end 56, the first needle 31 and the second 
needle 33 are in a state of maximum separation. 
[0274] The advantageous effects provided by this 
vascular Incision apparatus 1 are similar to the effects 
achievable with the tenth embodiment of the inventive 
apparatus described above. 

[0275] Moreover, in this vascular incision apparatus 
1 . movement of the slider 621 and the second support 
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62 in the lengthwise direction of the working end 56 
causes the first needle 31 and the second needle 33 to 
mutually separate or approach each other, enabling 
more precise and reliable control of the incision length. 
[0276] In addition, by using the proximal edge 582 of 
opening 52 to control the maximum separation state, 
damage to point 31 1 on first needle 31 and point 331 on 
second needle 33 can be reliably prevented. 
[0277] In alternative versions of this embodiment of 
the invention, it is possible to make first support 61 mov- 
able rather than second support, or to make both first 
and second supports 61 and 62 movable. 
[0278] As In the above-described fifth embodiment, 
the needles in this twelfth embodiment may have the 
configurations shown in FIGS. 26 to 31 . Moreover, as in 
the eighth embodiment described above, it is advanta- 
geous to provide a maximum separation state control- 
ling means or an incision length adjusting mechanism 
such as a screw 55. Other variations and modifications 
of the type discussed above in connection with the fifth 
embodiment may similarly be applied here. 
[0279] Next, a thirteenth embodiment of the vascular 
incision apparatus of the invention is described. 
[0280] FIG. 44 is a cross-sectional view of a thirteenth 
embodiment of the vascular incision apparatus of the 
invention. 

[0281] The thirteenth embodiment of the inventive 
vascular incision apparatus is described below with par- 
ticular reference to those features which differ from the 
above-described twelfth embodiment of the invention. 
Descriptions of like features are omitted. In FIG. 44, the 
side where supports in the vascular incision apparatus 
are joined to puncturing and cutting members is referred 
to as the "bottom end" or "bottom," and the side where 
the supports are joined to the body of the apparatus is 
referred to as the top end" or "top." 
[0282] As shown in FIG. 44. the thirteenth embodi- 
ment of the vascular incision apparatus 1 is provided 
with a cutter 32 on the proximal end of a first needle 31 
and a cutter 34 on the proximal end of a second needle 
33, which cutters 32, 34 are for making an incision in the 
blood vessel. 

[0283] That is, a first support 61 has joined, at the low- 
er end thereof, a first puncturing and cutting member 3 
composed of a first needle 31 having a sharp point at 
the distal end thereof and a cutter 32 provided at the 
proximal end side of the first needle 31 . A second sup- 
port 62 has joined, at the lower end thereof, a second 
puncturing and cutting member 3' composed of a sec- 
ond needle 33 having a sharp point at the distal end 
thereof and a cutter 34 provided at the proximal end side 
of the second needle 33. 

[0284] The advantageous effects provided by this 
vascular incision apparatus 1 are similar to the effects 
achievable with the twelfth embodiment of the inventive 
apparatus described above. 

[0285] Moreover, in this vascular incision apparatus 
1 , the presence of a cutter 32 on the first needle 31 and 



another cutter 34 on the second needle 33 enables an 
incision to be made in the blood vessel regardless of 
whether the apparatus 1 is advanced distally with re- 
spect to the first needle 31 (rightward in FIG. 44) or dis- 
5 tally with respect to the second needle 33 (leftward in 
FIG. 44). 

[0286] As in the above-described fifth embodiment, 
the needles in this thirteenth embodiment may have the 
configurations shown in FIGS. 26 to 31 . Moreover, as in 
the eighth embodiment described above, it is advanta- 
geous to provide an incision length adjusting mecha- 
nism, or a maximum separation state controlling means 
having an incision length adjusting mechanism, such as 
a screw 55. Other variations and modifications of the 
type discussed above in connection with the fifth em- 
bodiment may similarly be applied here. 
[0287] The illustrated embodiments of the vascular in- 
cision apparatus of the invention have been described 
above, although many modifications and variations may 
be made thereto in light of the above teachings. It is 
therefore to be understood that the invention may be 
practiced othenA/ise than as specifically described with- 
out departing from the scope of the appended claims. 
For example, various parts of the apparatus having the 
specific configurations shown and described herein may 
be substituted with parts of other configurations with 
similar functions. 

[0288] The invention also encompasses vascular in- 
cision apparatuses which combine any two or more of 
the configurations described above in connection with 

the foregoing embodiments. 

[0289] As noted above, an incision of the target (de- 
sired) length can be easily, rapidly and reliably created 
in a blood vessel with the inventive vascular incision ap- 
paratus having an incision length controlling means be- 
cause the incision length controlling means controls the 
length of the incision made in the blood vessel by the 
puncturing and cutting member. 
[0290] If the vascular incision apparatus also has an 
incision length adjusting mechanism for adjusting the 
blood vessel incision length controlled by the incision 
length controlling means, the incision length in the blood 
vessel can be easily, rapidly and reliably set to the de- 
sired length. 

[0291] Moreover, If the vascular incision apparatus 
has a puncturing and cutting member that is movable 
with respect to the body of the apparatus and a control 
means that actuates movement by the puncturing and 
cutting member, the wall of the blood vessel can be cut 
by moving the puncturing and cutting member without 
having to move the body of the apparatus, thus enabling 
an incision to be more easily and rapidly created in the 
blood vessel. 

[0292] When use is made of a vascular incision appa- 
ratus according to the invention that has a first and a 
second needle, the incision length in the blood vessel is 
controlled by the point on the first needle and the point 
on the second needle, enabling the blood vessel to be 
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easily, rapidly and reliably incised to the desired length. the stopper arm is coupled to movement by the 

puncturing and cutting member. 



Claims 

1 . A vascular incision apparatus comprising: 

a body; 

a puncturing and cutting member having a nee- 
dle with a sharp point for penetrating a blood 
vessel and a cutter for making an incision in the 
blood vessel, which cutter is disposed proximal 
to the needle; and 

incision length controlling means for controlling 
the length of the incision made by the punctur- 
ing and cutting member. 

2. The apparatus of claim 1 in which the incision length 
controlling means has a stopper arm with a stop 
thereon that comes into resting contact with the 
puncturing and cutting member at a boundary be- 
tween the needle and the cutter or at the needle; 
wherein said contact by the stop with the puncturing 
and cutting member controls the length of penetra- 
tion by the needle Into the blood vessel and said 
stopper arm is provided such as to enable reposi- 
tioning thereof relative to the puncturing and cutting 
member between a first position which prevents the 
cutter from cutting the blood vessel and a second 
position which allows the cutter to cut the blood ves- 
sel. 

3. The apparatus of claim 2, wherein the stop sepa- 
rates away from the puncturing and cutting member 
when the stopper arm assumes the second posi- 
tion. 

4. The apparatus of claim 2 or 3 which has restoring 
means for returning the stopper arm to the first po- 
sition. 

5. The apparatus of any one of claims 2 to 4, wherein 
the puncturing and cutting member is disposed at 
one end of the body and the stopper arm is linearly 
movable with respect to the body. 

6. The apparatus of any one of claims 2 to 4, wherein 
the puncturing and cutting member is disposed at 
one end of the body and the stopper ami is rotatable 
with respect to the body. 

7. The apparatus of any one of claims 1 to 6 in which 
the puncturing and cutting member is movable with 
respect to the body, and which has a control mem- 
ber for effecting movement by the puncturing and 
cutting member. 

8. The apparatus of claim 7. wherein repositioning of 



9. The apparatus of any one of claims 2 to 8 which has 
5 an incision length adjusting mechanism for adjust- 
ing the incision length controlled by the Incision 
length controlling means. 

10. The apparatus of claim 9, wherein the incision 
10 length adjusting mechanism has a holder for hold- 
ing the stopper arm such as to allow movement 
thereof in the lengthwise direction of the needle, 
and a control member for effecting movement by the 
stopper arm in the lengthwise direction of the nee- 

15 die. 

1 1 . The apparatus of any one of claims 1 to 1 0, wherein 
the needle is curved on at least a distal end thereof. 

20 1 2, The apparatus of any one of claims 1 to 11 , wherein 
• the puncturing and cutting member is freely detach- 
able from the body. 

13. A vascular incision apparatus comprising: 

25 

puncturing and cutting means having a first 
needle with a sharp point for penetrating a 
blood vessel, a second needle with a sharp 
point for penetrating the blood vessel, which 
30 point on the second needle lies opposite the 

point on the first needle and is initially separat- 
ed therefrom by a predetermined distance, and 
at least one cutter for making an incision in the 
blood vessel, which cutter is provided on a 
35 proximal end side of the first needle, on a prox- 

imal end side of the second needle or on the 
proximal end sides of both needles, wherein 
one of the needles is movable relative to the 
other needle; and 
^0 control means for effecting movement by at 

least one of the two needles in a direction that 
brings the point of the first needle and the point 
of the second needle into close mutual proxim- 
ity; 

45 

wherein the distance initially separating the point of 
the first needle from the point of the second needle 
is substantially equal to the length of the incision to 
be made in the blood vessel by the cutter. 

50 

14. The apparatus of claim 13 having means for urging 
a given portion of the puncturing and cutting means 
in a direction which separates the point on the first 
needle and the point on the second needle. 

55 

15. The apparatus of claim 13 or 14 which has means 
for controlling a closest approach state in which the 
first and second needles are in closest mutual prox- 
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imity. 

16. The apparatus of any one of claims claim 13 to 15 
which has means for controlling a maximum sepa- 
ration state in which the first and second needles 
are furthest apart from each other. 

17. The apparatus of claim 16, wherein the maximum 
separation state controlling means has an incision 
length adjusting mechanism for modifying the max- 
imum separation state to adjust the maximum dis- 
tance between the point on the first needle and the 
point on the second needle. 

18. The apparatus of any one of claims 13 to 15 which 
has an incision length adjusting mechanism for ad- 
justing the distance of maximum separation be- 
tween the point on the first needle and the point on 
the second needle. 

1 9. The apparatus of any one of claims 1 3 to 1 8, where- 
in one of the needles has on at least a distal end 
thereof a groove which engages a distal end of the 
other needle. 

20. The apparatus of any one of claims 1 3 to 1 8. where- 
in one of the needles has on at least a distal end 
thereof an aperture which receives a distal end of 
the other needle. 

21. The apparatus of claim 20, wherein the aperture- 
bearing distal end of the needle has a face which is 
beveled toward the distal end of the needle. 

22. The apparatus of any one of claims 1 3 to 21 , where- 
in at least one of the needles has a distal end which 
is beveled downward. 

23. The apparatus of any one of claims 1 3 to 22 having 
a body with a distal end and a proximal end, wherein 
the body has a puncturing and cutting means pro- 
vided at the distal end thereof. 

24. The apparatus of claim 23 additionally having a pair 
of supports, at least one of which is rotatable about 
a pivot, wherein the first needle is provided on one 
of said supports and the second needle is provided 
on the other support. 

25. The apparatus of claim 23 additionally having a pair 
of supports, at least one of which is movable with 
respect to the body, wherein the first needle is pro- 
vided on one of the supports and the second needle 
is provided on the other support. 

26. The apparatus of any one of claims 23 to 25, where- 
in the control means has an actuating element pro- 
vided on the body at the proximal end thereof. 



27. The apparatus of claim 24, wherein one of the pair 
of supports is fixed with respect to the body and the 
other is rotatable about a pivot, and wherein the 
control means has an actuating element provided 

5 movably on the body at the proximal end thereof 
and a coupling member for coupling the actuating 
element with the rotatable support. 

28. The apparatus of claim 25, wherein one of the pair 
10 of supports is fixed with respect to the body and the 

other is movable with respect to the body, and 
wherein the control means has an actuating ele- 
ment provided movably on the body at the proximal 
end thereof and a coupling member for coupling the 
15 actuating element with the movable support. 

29. The apparatus of any one of claims 23 to 28 in which 
at least a portion of the body is deformable, and 
which is constructed so as to be capable of retaining 

20 the deformed shape. 

30. The apparatus of any one of claims 1 to 29, wherein 
the needle and the cutter are integrally formed. 

25 31 . The apparatus of any one of claims 1 to 30, wherein 
the needle and the blade on the cutter form an angle 
therebetween of at most 180°. 

32. The apparatus of any of claim 1 3 to 31 , wherein the 
30 needles are freely detachable from the puncturing 
and cutting means at specific places thereon. 
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